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DETAILED ACTION 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C, 102 that 

form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-12, 14-16, 18-22, and 27 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Sogard et al. (U.S. Patent No. 6,139,573). Sogard et al. discloses all of 
the following regarding claim 1 : a composite device for delivery of bioactive agents 
associated therewith to a site of implantation of said device comprising: a first 
polymeric liner (14; col. 9, lines 59-63); a second polymeric liner (19; col. 10, lines 28- 
30); an intermediate structural member (10) interposed between said first and said 
second polymeric liners, said intermediate structural member being defined by solid 
segments (17) and openings (15) therebetween such that the first liner is bonded to the 
second liner (col. 7, lines 56-59) through said openings to form at least one pocket 
adjacent to said solid segments (33); and a bioactive agent located within said pocket 
adjacent to said solid segments of said intermediate structural member (coL9, lines 25- 
37). The examiner is interpreting this citation to indicate that the bioactive agent or the 
drug could be located in the pocket (33) located between the solid segment (17) and the 
polymer liners (14 and/or 19), as it is disclosed in the reference that the drugs may be 
coated on the polymeric liners (14 and/or 19) and the on the anchoring material (17) 
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used in the stent. This application would place the drugs in the pocket indicated above, 
(Figures 6, 9) 

Regarding claim 2, see the disclosures in claim 1 above, and Figure 6 regarding 
the cylindrical tubular body with an inner and opposed outer surface. 

Regarding claim 3, Sogard et al. discloses the following: said first (14) and said 
second (19) liners are adheringly joined at a location substantially coextensive with said 
inner surface of said tubular body (20) (col. 3, lines 28-31; Figure 6). 

Regarding claim 4, Sogard et al. discloses the following: the device wherein said 
solid stent segments include opposed inner and outer segment surfaces defining said 
inner and outer surfaces of said tubular body and opposed side segment surfaces 
between said inner and outer segment surfaces (Figure 6). 

Regarding claim 5, Sogard et al. discloses the following: the device wherein said 
second liner (19) is conformed to at least a portion of said side segment surfaces 
(Figure 6). 

Regarding claim 6, Sogard et al. discloses the following: the device wherein said 
first polymeric liner (14) is positioned about said inner surface of said tubular body (10) 
(Figure 6). 

Regarding claim 7, Sogard et al. discloses the following: the device wherein said 
second polymeric liner (19) is positioned about said outer surface of said tubular body 
(10) (Figure 6). 

Regarding claim 8, Sogard et al. discloses the following: the device wherein said 
first liner defines a fluid contacting luminal surface (col. 3, lines 61-64). 
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Sogard et al. discloses the bioactive agents in claim 9 in col. 9, lines 25-37. 

Regarding claim 10, Sogard et al. discloses the following: the device wherein 
said solid segments of said intermediate structural member are foreign bodies (17), 
forming said pockets (33) between said first (14) and second (19) liners thereabout 
(Figure 9). 

Regarding claim 1 1 , Sogard et al. discloses the following: the device wherein 
said bioactive agents in said pocket are encapsulated in a polymeric matrix (col. 9, lines 
33-37). 

Regarding claim 12, Sogard et al. discloses the following: the device wherein 
said polymeric matrix containing said bioactive agent is a microparticle, microfiber, or 
microfibril (col. 9, lines 33-37). 

Regarding claim 14, Sogard et al. discloses the following: the device wherein at 
least one of said first or said second liners is porous (col. 1 1 , lines 24-28). 

Sogard et al. discloses the synthetic polymers in claim 15 in col. 5, lines 9-14. 

Regarding claim 16, Sogard et al. discloses the following: the device wherein 
said synthetic polymer is ePTFE (col. 5, lines 9-14). 

Regarding claim 18, Sogard et al. discloses the following: the device wherein 
said natural polymer and said synthetic polymer are biostable or bioabsorbable 
polymers (col. 5, lines 46-49). 

Regarding claim 19, Sogard et al. discloses the following: the device wherein 
said stent is a biocompatible metal (col. 9, lines 18-20). 
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Regarding clainn 20, Sogard et al. discloses the following: the device wherein 
said biocompatible metal is selected from the group consisting of stainless steel, 
platinum, gold, nitinol, tantalum, and alloys thereof (col. 9, lines 18-20). 

Regarding claim 21 , Sogard et al. discloses the following: the device wherein 
said first and second liners are of ePTFE (col. 5, lines 9-14). 

Regarding claim 22, Sogard et al. discloses the following: the device wherein the 
porosity of said first liner is different from the porosity of said second liner (col. 1 1 , lines 
24-28). 

Regarding claim 27, Sogard et al. discloses the following: a composite 
intraluminal device for delivery of bioactive agents associated therewith to a site of 
implantation of said device comprising: an elongate stent having generally cylindrical 
tubular body (10) defined by solid segments (17) and openings (15) between said solid 
segments, said tubular body defining an inner surface (1 1 ) and an opposed outer 
surface (13); a first polymeric liner (14; col. 9, lines 59-63) positioned about said inner 
surface of said tubular body; a second polymeric liner (19; col. 10, lines 28-30) 
positioned about said outer surface of said tubular body; and second polymeric liner 
being joined to said first liner through said stent openings (col. 7, lines 56-59) to form at 
least one pocket (33) adjacent to said solid segments (17), said pocket being defined by 
said first (14) and second (19) liners and said solid segments (17); and a bioactive 
agent located within said pocket adjacent to said solid segments of said intermediate 
structural member (col.9, lines 25-37; Figures 1, 6, 9). 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
Invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 13, 17, and 23-26 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Sogard et al. in view of Lentz et al. (U.S. Patent No. 6,428,571 ). 
Sogard et al. discloses the use of synthetic polymers, but does not disclose the use of 
natural polymers for the first and second liners to allow the device to be more 
biocompatible. Regarding claim 13, Sogard et al. discloses the synthetic polymer group 
(col. 5, lines 9-14). Lentz et al. teaches the following regarding claims 13 and 17: the 
device wherein said first liner and said second liner are independently selected from the 
group consisting of natural polymer, wherein said natural polymer is selected from the 
group consisting of fibrin, elastin, celluloses, collagen, gelatin, vitronectin, fibronectin, 
laminin, reconstituted basement membrane matrices, starches, dextrans, alginates, 
hyaluronic acid, polylactic acid, polyglycolic acid, polypeptides, glycosaminoglycans, 
their derivatives synthetic analogs and mixtures thereof (col. 8, lines 42-49). 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to potentially use natural polymers in addition to the 
synthetic polymers so the device is more biocompatible. 
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Claims 23-26 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Sogard et al. in view of Lentz et al. (U.S. Patent No. 6,001 ,125). Sogard et al. does not 
specify the internodal distance of the ePTFE covers. Lentz et al. teaches the methods 
of manufacturing ePTFE with internodal distances of less than 40 microns and greater 
radial strength and an internodal distance greater than 40 microns with a lower radial 
strength (col. 4, lines 38-48). Therefore it would have been obvious to one of ordinary 
skill in the art at the time the invention was made to use these different internodal 
distances to exhibit varying radial strengths between the first and second liners. 

Response to Arguments 

Applicant's arguments with respect to claims 1-27 have been considered but are 
moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ann Schillinger whose telephone number is (571) 272- 
6652. The examiner can normally be reached on Mon. thru Fri. 9 a.m. to 4 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
.supervisor, Corrine McDermott can be reached on (571)272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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